
(’f-r’ ‘

U.S. FOODANDDRUGADMINISTRATE.XQ
NEW YORK DISTRICT

850THIRDAVENUE,BROOKLYN,NEWYORK11232
/c )291’L

Telephone:Pl~-965-5300 @3xt5053] ‘“

zkxxmbcr9, 1996

Mr. mew E. O’conncll,President

Ciis AirTechnologiesLLC
98 Foq Avenue

LocustValley, New York 11560

W. 21-NYIC-97

mar Mr. O’conndl:

Duringan inqcction of your firmhxatcd in LocustValley,New York, on November21,
22,25,1996 ourinvestigatordeterminedthatyour W mandktures both (ZiM?nb wpfanes
UncfMJpkrMswhicharc contrsctimmhcmd Ioutcd at~

locatedat
llUacpmducts arcdcviccUsdcfincd

m--htb-mdmmmawmtitimhb-gof
S@ion 501(f)(l)(J3)of the Act, in that theyare CM II devicesunderSection513(9(1) and do
nothaveqxuved w!iGions fw prerdmt qproval in Mbct pursuant to Sccdon515(a)(2)or
apprwed applications fw investigational device exemptions under Wtion 520@) and
premcndmcnt statushas notbeen documented.

‘m abe-nantul uevlus arealso misbranwwithinthemeaningof Slztion502(0) of the
@in thatthedcW4.Sweremanufiictud, prepard, prmpsgati, wmp-, of C ~

....ch didnotlistas ruquid by section Slfxj), and noticesor other informationanestablislu~~~:...&.
_ **CU was notprovidcdto k *FDAasrcquhd by SectionSIO(k).
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Theabovc+stakdinspectionalso revealedthat tho C%fkhtn’seaqdhnesad eaqhna am
adultuakd within the meaningof Section501(h)of thoAct, in that the methodsusedin, or the
facilities or controls used fm manufacturing, packing, stomgc or installation arc not in
confbrmanccwith the Gmd Manuhcturing Practice(CWP)fix MedicalDeviceRegulations,as
specifiedin ‘ride 21, *~, (CFR),Part820, as follows:

L Failure to maintain a Device Master RecOd that includes the location of device
specifications,-g and labelingqec&@hs, includingmethodsand fmoccsw USCd

SndqualityassumWcproceduresand SpUMcadonaincludingacceptancecriteria and tho
quality assumnceequipmentto be used. SpccificaUythem is neithera Device Master
Hw~mtim wMmfmbti #tim-fwbti*mti%
eaphes and ea@wes.

2. l%ilurctohavoWIittulmanu&turhlgspecificationsandpcessing proccdura Utablishod,
implemented,and controlledto assure the deviceconfdrrnsto its origiruddesign or any
approved chnge4 in that duign, as weUas pmceduxesfm specikation changmto be
appvcdand~@dbyatig@mt Mvid4s)tititi-da@ dMda@
the changebocomu efktive. Spccificailythereis no documentationto showthata
changeinthedcvim’ componentspecificationsweremadein thesikonc rubberusedto
producea sofk carpbne.

3. Failure to maintain, Wiew, evaluate and investigatecomplain!tiles that involvo *
possible fhilureofadsvice @moctanyofib performanceS@i@ions, spocWCaUy,
there was no follow-upinvcstigadonregading six compbdntstivcd bchvocnAugust
1996 and Novembu 1996 involvingthe possibleMhxmof the eapkmes to meet ib
funcths inciudingIdicving w discomflxqcloggingandk popping.
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Boththe IsMing d pduct lkatum thatis associatedwiththesedevicesmaks health
CIaimsthatmmm%~kdqb”~~ titifl-ghmdmtoftic
Cartbcmbyakviadngarpain ..., “ %ccOmtnutdedfm tmvckrswho mustfly withCQlds,
- OfsinUSOOnditiOns,*snd%lkves painfblcarctiscomfozt,clogging,poppiq ~ Hlg
10U.” m officeof DeviceWaluationof tbe centerfor Devices andRadidogicd Healthand
Wahuitionxupircs thatclink? data be submittedto substantiate the claims made fm these
devices.

‘I’Mtetteris not intendedto be an all-inclusivelist of dctlcicnciesat your Mlity. It is
your rcspomibilky to ensure adherence to each requirementof the Act and nqpdadons. The
_~tih Mslaadtiti ~A4~i*titictiof ti~da
may be symptomaticof seriousunderlyingpddems in your firm’s manuf-ring and quaiity
assurance systems. You arc responsible fm investigatingsnd dctcmnm“’gthecauscs of the
violationsWentModby the FDA. If causss arc detcrdd to be systemsproblems,you must
pnM@y wlti* permanM ConWivc actions. MeraI agenciesate advisal Ofthe issUncc of
aUwarning Lcttcrs about *so thatthey maytakc thisinforrdonifltoaccountwhcn
msi&ingthcawardof contmc& AdditiO@y,M.m~f~__
(PMA’@mq-q-wb-dm~@-[*
51O(Q’S]willbe foundto be substantiallyequivalentfix productsmanufhctumdat the facilityin
whichtbcalxWeCMPvioIadonswcrefbundutit i* btiwm~.

YoushoUWakepromptactiontocor rectthesc Mations. Failurctoprom@y co17cct
thcscdcvidons mayrwult inregdatmyaction bcinginidatai bytMFood@~
Administratim withoutfurtlwrnotice ‘Ilkucactions include, but am CMlimitedto, =izurc,
injunctionadlor civil penalties.
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Yourreplyshouldbe directedto the Foodand Drug Administration,850 IMrd Avenue,
Brooklyn, New York 11232,attention:AnitaFcnty, CompihuxcOfficer.

verytruly yours,

4+- ‘Al crux
ActingIWrict Director
hkW YorkDisaict office
Food and Drug Administration

Enclosure
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